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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 



MONTH(S) FROM 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE three 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)D Responsive to communication(s) filed on . 

2a) □ This action is FINAL. 2b) K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) 1x1 Claim(s) 1-53 is/are pending in the application. 



4a) Of the above, claim(s) 
5)D Claim(s) 



6) 1x1 Claim(s) 1-53 

7) D Claim(s) 

8) D Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 



is/are objected to by the Examiner. 



is: a)D approved b)D disapproved. 



10) D The drawing(s) filed on 

1 1) D The proposed drawing correction filed on 

1 2) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. _ 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 



Attachment(s) 

1 5) jxj Notice of References Cited (PT0-892) 

1 6) Q Notice of Draft sperson's Patent Drawing Review (PT0-948) 

17) ^| Information Disclosure Statemerrt(s) (PTO-1449) Paper No(s). 5 



18) Q Interview Summary (PTO-41 3) Paper No(s). 

1 9) O Notice of Informal Patent Application (PTO-1 52) 

20) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 9-00) 



Offic Action Summary 



Part of Paper No. 7 
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DETAILED ACTION 
The preliminary amendment dated 11-27-00, correction of filing receipt dated 2-28- 
01 and the change of address dated 7-2-01 are acknowledged. 

Claims 38-57 have been renumbered according to rule 126 since there are no claims 

36 and 37 following the claim 35. 

Claims included in the prosecution are 1-53. 

Specification 

1. This application does not contain an abstract of the disclosure as required by 

37 CFR 1.72(b). An abstract on a separate sheet is required. 

2. Page 17, line 24: the question marks have to be deleted. 

Claim Rejections - 35 U.S.C. § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

3. Claims 1-53 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for liposomes containing povidone iodine, does not 
reasonably provide enablement for generic agent combined with a particulate carrier or 
various particles claimed in claim 2 and as set forth below. The specification does not 
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enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 
Instant specification does not provide adequate support for the broadly claimed 
'antiseptic', anti-inflammatory agents and wound healing promoting agents and 
'particulate carrier'; for example, claim 26 defines an anti-inflammatory agent as 
antiseptic, antibiotic, corticosteroid and wound healing promoting agent; the specification 
also does not adequately describe what 'functional and cosmetic tissue remodeling' is and 
how the method is practiced as claimed in the method claims. Instant specification also 
does not teach how one can apply topically to the respiratory tract and treat or prevent 
diseases such as HIV and opportunistic diseases. Broad claims must have broad basis of 
support in the specification; in the absence of such support, claims must be limited to 
liposomally encapsulated povidone iodine and treatment of specific diseases. 
4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

5. The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 



6. Claims 1-53 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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It is unclear what applicant intends to convey by 'healing of wounds to the lower 
respiratory tract as claimed in claim 1. Are they internal wounds in the lung tissue? 

The distinction between liposomes and microspheres and nanoparticles in claim 2 is 
unclear. Depending upon the sizes, liposomes are either microspheres or nanoparticles. The 
term, 'large' is a relative term and thus, indefinite. What is a 'laser pulse polymer coated 
molecule preparation? 

'greatest' in claim 3 is a relative term, 'especially' is indefinite since it is unclear 
whether the expression following this term is indeed the limitation. 

Proper Markush format with the expression 'selected from the group 
consisting of and the use of the terms either 'and' OR 'or' only before the last Markush 
member should be followed in claims 4, 5, 7, 27. The use of the terms such as 'including' 'as 
well as' in a Markush format is improper.. 

Regarding claims 4, 5, 7, 19, 27 the phrase "such as" renders the claim indefinite 
because it is unclear whether the limitations following the phrase are part of the claimed 
invention. See MPEP § 2173.05(d). The use of the term, 'including' in a Markush format is 
improper. Similar is the case with 'similarly acting agents' in claim 7 (also in many other 
dependent claims). 

The distinction between the antiseptic and wound healing promoting agent in claims 
8 and 22 is unclear. 
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Which carrier particles are being referred to in claims 9 , 10, 32, 33, 40-53? The 
parent claim recites even nanoparticles which will not have sizes in micron range. The 
claims need restructuring. 

What are 'conserving agents' and 'consistency-forming agents' as recited in claim 

14? 

Claim IS is confusing. Isn't the active agent loaded in the preparation of claim 1? 

What is being conveyed through claims 16 and 37? What are 'compacted solid 
medicament reservoir' and 'ring-tablet'? What is the difference between a suspension and 
a dispersion? According to claim 1, the carrier is a particulate carrier; then how can that 
be in a solution form? This claim requires a thorough restructuring. 

What is meant by 'for administration via the lower respiratory tract' in claim 17?. 
How is can one administer to lower respiratory tract without the composition first passing 
through the upper part? 'At least most of it' is indefinite since it is relative. It is unclear 
what the customary additives are. 

What is being conveyed by 'functional and cosmetic tissue remodeling and repair 
treatment' as recited in claims 21 and 23? 

What is meant by applying to said tract in claims 22 and 23? Is it applied directly? 

What is being conveyed through claim 26? The claim recites anti-inflammatory 
agents and then recites the same combination of active agents recited in the parent claim. 
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The examiner suggests a thorough restructuring of the claims and submit a clear 
copy of the claims. 



Double Patenting 

7. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 11 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 

F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 
(CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used 
to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent is shown to be commonly owned with 
this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

8. Claims 1-53 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-48 of copending 
Application No. 09/701220. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because both claims are drawn to similar compositions 
with an intended use language which has no significance in the composition claims. With 
regard to the method claims:- instant claims recite 'a method of preventing or treating 
lowerr respiratory tract by external application' whereas the method claims in the 
copending application are drawn to 'a method of preventing or treating upper respiratory 
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tract by external application'. Since the terms 'upper' and 'lower' are relative terms there 
is an overlap between the portions of the respiratory tract and therefore, methods are 
obvious variants. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

9. Claims 1-21, and 40-46 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-25 of U.S. Patent 
No. 5,863,556. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because instant generic language encompasses the specific 
components recited in the claims of said patent. 

Claim Rejections - 35 U.S.C. § 102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in the 
United States. 

11. Claims 1-3, 9, 11, 12, 14-16, 19-26, 32, 34-37, 43, 44, 46-47, 49, 50, and 52-53 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Knight (5,049,388). 

Knight discloses liposome aerosol formulation for the delivery of drugs to 
respiratory tract. The particle sizes are 1-5 microns. The drugs include antibiotics, antiviral 
agents and steroids (note the abstract, Tables I and II, examples and claims). 
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12. Claims 1-3, 9, 11, 12, 14-16, 19-26, 32, 34-37, 43, 44, 46-47, 49, 50, and 52-53 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Radhakrishnan (5,049,389). 

Radhakrishnan discloses liposome aerosol formulation for the delivery of drugs to 
respiratory tract. The particle sizes are 1-5 micron, The drugs include antibiotics, antiviral 
agents and steroids (note the abstract, Examples and claims). 

13. Claims 1-3, 9, 11, 12, 14-16, 19-26, 32, 34-37, 43, 44, 46-47, 49, 50, and 52-53 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Prince (5,290,540). 

Prince discloses liposome aerosol formulation for the delivery of drugs to 
respiratory tract. The particle sizes are 1-10 microns. The drug combination includes 
antibiotics, antiviral agents and steroids (note the abstract, Examples and claims). 

14. Claims 1-21 and 40-46 are rejected under 35 U.S.C. 102(b) as being anticipated by 

JP 7-145081 or EP 0939373 of record. 

JP and EP disclose the same composition (note the abstract and the English 
translation of JP and entire article of EP). The intended use has no patentable significance 
in the composition claims. 

Claim Rejections - 35 U.S.C. § 103 
15. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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prior 



16 . a— - « °" dW 35 U S C 103(a) " bei ° 8 UnPi " en,ab,e 
over Knight or Radhakrishnan or Prince cited above. 

K„ lg h«, Radhakrishnan and Prince do no. teach the administration of the 

„ b vi.n S to one of ordinary skiii in the ar, that the v,„u„d heaiing compositions can be 
appiied during any state herein the wounds are susceptibie ,. infeO.us agents, with the 
expectation of simitar anti-septic effect. 



« daims 22-39 and 47-53 are rejected under 35 U.S.C. 103(a) as being 
nnpatentabie over JP or EP in combination wi.hknigh.or Radhakrishnan or Princecited 



above- 



The teachings of JP, EP, Knight, Radhakrishnan and Prince have been discussed 
above. What .stacking in JP or EP is the teaching of.be use of the composition for the 
.reatmen, of diseases caused by the microbes in the respiratory tract In the absence o, 

an anti-septic agent and a wound heaiing promoting agent taught by JP .r EP to any par. 
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of the body including the respiratory tract, which has a microbial infection and a wound 
with the expectation of reasonable success since the references of Knight, Radhakrishnan 
and Prince show the common knowledge in the art of using a combination even for the 
respiratory tract. 



17. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to G.S. Kishore whose telephone number is (703) 308-2440. 

The examiner can normally be reached on Monday-Thursday from 6:30 A.M. to 
4:00 P.M. The examiner can also be reached on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, T.K. Page, can be reached on (703)308-2927. The fax phone number for this 

Group is (703)305-3592. 

Communications via Internet e-mail regarding this application, other than those 
under 35 U.S.C. 132 or which otherwise require a signature, may be used by the applicant 
and should be addressed to [thurman.page@uspto.gov]. 

All Internet e-mail communications will be made of record in the application file. 
PTO employees do not engage in Internet communications where there exists a possibility 
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that sensitive information could be identified or exchanged unless the record includes a 
properly signed express waiver of the confidentiality requirements of 35 U.S.C. 122. This is 
more clearly set forth in the Interim Internet Usage Policy published in the Official Gazette 
of the Patent and Trademark on February 25, 1997 at 1195 OG 89. 



Any inquiry of a general nature or relating to the status of this application should 
be directed to the Group receptionist whose telephone number is (703)308-1235. 




Gollamudi S. Kishore, Ph. D 
Primary Examiner 
Group 1600 



gsk 

November 16, 2001 



